. . . . Tel: 1-408-855-0061
LumiQuick Diagnostics, Inc. Fax: 1-408-855-0063
2946 Scolt Blvd., Sama Clara, CA 95054, USA E-mail: info@lumiquick.com

Website: www.lumiquick.com

Date: February 13, 2018

LETTER OF AUTHORIZATION

To whom it may concern:

We, LumiQuick Diagnostics Inc. having a registered office at 2946 Scott Blvd, Santa Clara,
CA 95054, USA, assign Sanmedico SRI. having a registered office at str. A. Corobceanu 7A,
apt. 9, Chigindu MD-2012, Moldova , as authorized representative in correspondence with
the conditions of directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or
modify the registration of medical devices on the territory of the Republic of Moldova.

This authorization letter is valid until February 28, 2020.

Best regards,
e

Charles Yu
President




FOat Sonit Bivd., Santa Cla il oS | el Ouic k

LumiQuick Diagnostics, 1 Tel: 408-855406)
Fax: 40-855-006 3

Web: wiwvw. lumiguick.com

Declaration of Conformity

PRODUCT IDENTIFICATION
Pr_og_iuct name

_ ‘Model/number
Fecal Occult Blood Test Devices ' )

QuickProfile Fecal Occult Blood Test Card . 72001
QuickProfile Fecal Occult Blood Test Strip ‘ 72006

|

:!3??'_‘_9_ °i§?{" Pff!_‘_’ 3 Address Representative

LumiQuick Diagnostics, Inc. 2946 Scott Bivd, | Jeff Wang

' Santa Clara, CA

: 95054 |
L__._ | n USA j

AUTHORIZED
REPRESENTATIVE

Name of company ~ |Address Telephone/email

Prinsessegracht 20 | +31.70.345.8570 - phone
2514 AP +31.70.346.7299 - fax
The Hague, Netherlands | europe@emergogroup.com

CONFORMITY
ASSESSMENT

: Route to compliance

phence | [Ptndadeapplied =@~
Class: Self-Certify Annex Il of IVDD 98/79/EC ?ISO 13485:2003
§ 'Council Directive

|
| .
- I

LumiQuick Diagnostics, Inc. declares that the above mentioned products meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

<
TITLE: Quality Systems Manager SIGNATURE: :}’L/{_’/}(
DATE: 28/04/2017 i

EC_Declaration_Letter_Emergo_E2R0_NewAddress



LumiQuick Diagnostics, In ,i',l g ‘o :

ax: 408-855
sl infodt Lumig duick.com
Web: wwaw lumiquick.com

4946 Scott Bhvid., Santa Clars, CA 95054, LISA

Declaration of Conformity

PRODUCT IDENTIFICATION
iPrc_)duct name
| H. Pylori Ab/Ag Test Devices

Model/number

QuickProfile H. Pylori Antigen Test Card | 71020
QuickProfile H. Pylori Antibody Test Card Whole Blood | 71024
QuickProfile H. Pylori Antibody Test Card-Serum 71046
| QuickProfile H. Pylori Antigen Test Strip | 71081
f QuickProfile H. Pylori Antibody Serum Test Strip 71064
| QuickProfile H. Pylori Antibody WB Test Strip | 71086

Name of company Address 'Representative

LumiQuick Diagnostics, Inc. 2946 Scoft Bivd, T | L T
Santa Clara, CA &
195054 |

- . |

REPRESENTATIVE

Name of com pany Address _ elephone/email
[Emergo Europe Prinsessegracht 20 +31.70.345.8570 - phone

2514 AP ‘+31.?0.346.7299 - fax
JThe:e Hague, Netherlands europe@emergogroup.com

CONFORMITY
ASSESSMENT
Device classification Route to compliance

’ ) compliance  Standards applied
Class: Self-Certify Annex Il of IVDD 98/79/EC iISO 13485:2003
Council Directive '

" b e sl 100

LumiQuick Diagnostics, Inc. declares that the above mentioned prod.cts meet the provision of the
Council Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States.

COMPANY REPRESENTATIVE: Jeff Wang

. =
TITLE: Quality Systems Manager SIGNATURE: 2")‘ /( ‘;,..

DATE: 28/04/2017

EC_Declaration_Letier_Emergo_E2ZR0_NewAddress
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

By Royal Charter

This is to certify that: LumiQuick Diagnostics, Inc.
2946 Scott Blvd
Santa Clara
California
95054
USA

Holds Certificate No: FM 574919

and operates a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope: :

The design, development, manufacture and distribution of in vitro diagnostics test kits and
reagents used in the diagnosis and management of disease status, including Infectious

Diseases tests, Drugs of Abuse tests, Cardiac Monitor tests, Cancer Marker tests, Fertility
Hormone tests, ELISA tests & Urine Chemistry tests.

For and on behalf of BSI:

Carlos Pitanga, SVP, System Certification and Compliance

Original Registration Date: 2011-10-20 Effective Date: 2017-10-20
Latest Revision Date: 2017-10-09 Expiry Date: 2019-02-28
S Tz Page: 1 of 1
gu ; ..making excellence-

This certificate remains the property of BSI and shall be returned immediately upon request,
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scape above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies,



STATEMENT

We, “Technology-Standard” Ltd. having a
registered office at 116/95, Kalinin
Prospekt, Barnaul, 656037, Russia, assign
SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9,
Chisindu MD-2012, Moldova, as
authorized representative in
correspondence with the conditions of
directive 98/79/EC.

We declare that the company mentioned
above is authorized to register, notify,
renew or update the registration of medical
devices on the territory of the Republic of
Moldova.

“Tecnology-Standart” Ltd
116/95 Kalinin Prospekt
City of Barnaul, 656037, Russia

SRL SANMEDICO
A. Corobceanu street 7A, apt. 9,
- Chisindu MD-2012, Moldova

Date: 01.12.2017 _ g
Director: Mr. Ad% < e
Signature: (8 |

3ASIBJIEHUE

Mz, OO0 «Texnonoma-C‘raHnapT»,
HMEIOLLee 3apEerUCTPUPOBAHHEIH OPUC 110
anpecy 116/95, npocnext Kanununa, r.
baprayn, 656037, Poccus, mopyuasor SRL
SANMEDICO, umeromyio
3aperHCTPUPOBAHHBIN OhHUC Ha yHuLe
A.Kopo6uany 7A, kB. 9, Kumunés MD-
2012, Monzosa, 65ITh B KauecTse
YTONTHOMOYEHHOTO MpPEe/ICTABUTENS B

COOTBETCTBHH C yC/IOBHAMH AUPEKTHBBI
98/79/EC.

Me1 3asB15I€M, ¥TO yHIOMAHYTas BhIile
KOMITAHHs UMEET [IPaBO PErHCTPHPOBATS,
YBENOMIIATH, OOHOBISATE UITH
BO300HOB/ATE PErHCTPALIHIO
MEIMUMHCKHX U3IeTTUH Ha TepPUTOPHH
Pecry6uku Monzosa.

00O ®upma «Texuonorus-Cranaapt»
656037 Poccus r.Bapuayn,
np-kT Kanununa 116/95

SRL SANMEDICO,
r. Knmmunés MD-2012, Mongosa
yi1. A.Kopo6uany 7A, kB. 9
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YourTrustedPartner

San Diego July 11", 2018

We, ACON Laboratories Inc. having a registered office at 10125 Mesa Rim Road. San Diego, CA 92121, USA

assign SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chiginau MD-2012,
Moldova , as authorized representative in correspondence with the conditions of directive 93/42/EEC, 98/79/EEC

and 90/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the registration

of medical devices on the territory of the Republic of Moldova.

ACON reserves the right to cancel this authorization at any time with a one month notice. If this is the case,
ACON will honor any obligation to supply to our representative SanMedico SRL all the products distribution

acquired or in the process of being acquired in Public Price bids and Public Tenders process.

Sincerely,

(

Jassy Alvarenga

Account Manager, Internationsl §ates. -

ACON Laboratories

ACON LABORATORIES, INC. '~ 10125 MESA RIMROAD SAN DIEGO, CA 92121 - T858.875.8000 F 858.875,8008 |1 3 ‘:'. lahsice
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Product Service

CERTIFICATE

No. Q1N 16 05 42074 027

Holder of Certificate: Acon Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road
West Lake District
310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Acon Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road, West Lake District,
310030 Hangzhou, PEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

Scope of Certificate: Design and Development,
Production and Distribution of
In Vitro Diagnostic Test Kits
and Related Instruments,
Lancet and Lancing Device

Applied EN ISO 13485:2012 + AC:2012

Standa ;d( s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

The Certification Bedy of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf

Report No.: SH1610619
Valid from: 2016-07-15
Valid until: 2019-07-14
Date, 2016-07-08 IA‘%

Stefan Preifl
Page 1 of 1

s
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TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstralie 65 - 80339 Minchen - Germany/&/




< Atlas Medical

Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 0WX, UK assign SRL Sanmedico having a registered
office at A. Corobceanu street 7A, apt. 9, Chisindu MD-2012, Moldova , as

authorized representative in correspondence with the conditions of directive
98/79/EEC.

We declare that the company mentioned above is authorized to register, notify,

renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

On behalf of the Manufacturer
General Manager
Haya Amawi

Head Office William James House, Cowley Rd, Cambridge, CBA OWX, United Kingdom,
Tel: 444 {0) 1223 858910, Fax: +44 (0) 1223 858524 e
Middle East Site : King Abdullah the Second Industrial Estate, Street 19, Sahab Free Zone Area, P.O. Box: 204, Amman
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Register

Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

King Abdullah Il Industrial Estate, Street No. 19, Sahab Free Zone Area, Amman, 11512, Jo

has been approved by LRQA to the following standards:
ISO 13485:2003

Qhaneat

Basem Obaid - Area Operations Manager
Issued By: Lloyd's Register EMEA
for and on behalf of: Lloyd's Register Quality Assurance Limited

rdan

Current Issue Date: 23 March 2018 Qriginal Approvals:
Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate Issue Number: 10067833

Approval Certificate Number: ISO 13485 — 0046833

The scope of this approval is applicable to:
ISO 13485:2003
Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits

Uoyd's Register Group Limited. its affiiates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRGA), and their r
Uloyd's Register’. Lloyd's Register assumes no responsihility and shall not be i 3
person has signed & contract with tha relevant Lioyd's Regiater entity for mmurmhmm«m»mmmmem
Issued By: Lloyd's Register EMEA, Swefieh, Salah Suhaimat St., Adel Hajarat Bid No, 17, .

Kingdom

Biemingham B37 7ES, United
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3A0 «3K012a6»142530 Moc KoBekan 061, r.9ekrporopex, ya.Byaennoro, a.1
e-mail: sekretar@ek lab.ru, Caiit : www.ekolab.ru

Tea: (49643) 3-1374, 3-2311, axe (49643) 3-3143 @ 3 KOﬂa 6
% ;

HHH: 5035025076, KIIIT: 503501001

Bank nosyqarens: [IAO Cbepbank Poceun r. Mocksa

B OpexoBo-3yesckom OCE No 1556/063

p/c 40702810040310124002

/¢ 30101810400000000225

BHK 044525225 .

21.03.2018

ABTOPUBALIUS IUCTPUBBIOTOPA

3akpsiToe AKIHOHepHOe obmecTBO «IKOnaby (Pocenst, 142530, Mockopckas o61.,
r.Onexrporopek, yn.Byaennoro, 4. 1) nacTosumm moareepskmaem |, uro "SANMEDICO”SRL
(yn. Kopobusuy 7A, ks, 9, r. Knumvnés, PecnyGnuka Monnosa) sensercs wammm
IKCKITIO3UBHBIM  THCTPHOBIOTOPOM B Pecniy6nuke Mommosa u OCYIIECTBISACT y9acTue ¢
nmponykuned 3A0 «3KOnab» s Npoueaypax rocynapcTBEHHBIX 3aKynoK TOBApOB Ha
TeppuTOpHK Pecnybnnkm Monaosa, or cBoero umenu BEACT MEeperoBOphl, MpeAcTaBIseT
KOMMEpYECKHE MPEUIOKEHHS, 3aKI0uaeT COOTBETCTBYIOIIHE IOTOBOPEI, & TAK)Ke OCYIIECTRIISET
TOCTaBKH yKa3aHHOM NMpPOJYKIHH Ha Tepputopun Pecnybnuku Mosgosa.

[lonromoyus no HACTOALIEMY aBTOPH3AUMOHHOMY MHCHMY He MOryT GBITh Tepeaans

APYTHM JTHLAM,

Hacrosmee nucsmo neficteurensho ¢ MOMEHTA MOATHCAHNS W 10 31 nexabps 201 8r.

/7

["enepanbbIii AMPEKTOP Bopucos B.1O.
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SYNTESYS S AS.DIRINALDOR. &C.

SY N TESYS VIA G GALILEL10/3

35037 Z.|. SELVE DI TEOLO [PD]

TEL. +39 049 9903866 R.A FAX +39 O4S S903867
CODFISCALE P.IVA NREGIMP. PADOVA 03573950288
E-MAIL INFORSYNTESYSIT - WEB WWW SYNTESYS.IT

AUTHORIZATION LETTER

We, Syntesys S.A.S. having a registered office at Via G. Galilei 10/3, 35037 Selve di
Teolo - PD - Italy, assign Sanmedico SRL having a registered office at A.Corobceanu str., apt. 9,
Chisindu MD-2012, Moldova , as authorized representative in correspondence with the conditions
of directive 98/79/CE and 93/42/CE.
We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

Teolo, 02.01.2018

\%‘ SYNTESYE SAS.

o1 RINALDO R &C

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.AS.

[ PRODOTTI E STRUMENTAZIONE PER ANALIS| DI LABORATORIO - DISPOS

’’’’’’



*S*'B 5 SASILNAS

HT02 wit Adenuer uo panssy
q9102/10s40 ®30g

‘PUPmap uo Apog paziioyine fup Ag pajpnsuod aq ues pue Auedeo> Jna ul ParIy
94p JUANIEIS AJIwWJoju0> STYI 03 PAUIPIIE SIUBRNIOP [POTUYIE] [[P IPYI SIJE[I8pEpATYITL B
f4y2 1p Buoizisodsip ey(e ejsod gJes 8 PPuUBTZE, 18P I214n 116 ossaud e3eAJaSUDD P £1IWW0juDD
TP aubjzederydip AjuesIud (e 03J0ddns TP BITUIA] IUDTZEIUBWNIOE B YD BJI[OLT EJBTYDLQ

*8N[IIBJIP PAUCIIUSW-SADQP ByI O POYIPIIF ITT BY3 jO SuslIP2Ijri8ds ayj 03 buip.o3de spewm
ST 8d7A8p 34y -ggge +8quwaidas @ PaIEp ‘JEE U me[ ueI[eIl Syl AQ PaYsSI[GeIsa Suoliesr, iiads
83f[A8p I7IOUSEIP O4ITA Ul IN0Qe F) bl P GATIZEILG F) ayl SIA8W 3T s EAT11e4Ip B3B3 eudos
e112p IIT 03@B3[[y, 112 1N Ip 131SIADAaJ TE OPJOIIE UT 03EITJGQe; 3 Pa3 (1[e12Uassa Ta1sinbauy
T _03eBa1i® 3EE U DOD2/LO/RO [P -1°@ uo3 erfe3] ul o031dadas @ oJitA ul 1313socuberp
131pae IA131S0OSTP T 33UBUJAOU0D  3)/bLiL/Ph PATIIB4TP el1ap TunlZISOdsip B[le dwsojuad 3

EHIN - USASAUNASEOSNI Www-3
SE20SEELSED YAOOYD IWI DIMN YAl TTWISi 002
£LS8EQEE EH0 SE+ XV Vi DOEECES SHO 65+ TEL
Od) 10 3ATIS 1Z LEOSE

€701 B ViA

2% HOTWNIH IO SVSSASILINAS

:3anpoad ay3 3eyz A3r[roesuvodsa
umg STy Jspun Seser3spsoyiopoad 1 B8yd> e3rTIgesucdsas etusdousd BT 03305 EJRTYDIG

S53Jppe JOZZT ..-,_..B.hﬂ E

¥ AiFIfpuen pazyiJoyjne j0jezZ1J0INE OTJE)EpUBY

Aztunswo) ueedouni 2yl utylIm AJEjepuse paziJoyane
eyy Buljuasauded Jo Fadouny SUDTUf] P] OJIUS OIPZITIOINE Of Ir &3 sddes g

ATVLI (VAOQ¥d) 0703L IC 3A735 S[P1J3ISNPUT PuOZ LEDSE E/DT “T18[TL[E9 -9 -._l..,._

; SSaJppe jOZZTA1pUl
*3 % oJabbny OPTEUTY TP ‘5-¥-S SASILNAS

J8Jnjoe nues j84033nposd

:Auedwo> 8y3 jo aAfIPIussIsdau [PEa] osebbny opreuly ‘paubrsJepun Byl
1E3ITP PIIEP Bjuejueseuddes areEay ounBBny oprRUTy +D3I3TJ503305 T

)

uorjeJerdap A3rwJojuo)
JYLINYO4NGD IQ INOIZVUVIHIIC

LISASILNAS MMM SEM - LISASIINASEOIN TYW-3

BE20SEELSEC YADOVd dWI DILIN VAT d 3TVISIS 00D SASILNAS
£9BEOEE 6h0 6E: XV 'V & 998EC66 6h0 SE+ THL
[Oci DI0AL IO BAES 1Z LEOSE
£/0U1TTTVD B ViA
3% HOOTWNIZIO SVS SASINAS ~
.
*IL 9
N
——




{ Net"

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:
SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)
has implemented and maintains a
Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

G I***

which fulfils the requirements of the following standard:

UNI CEI EN ISO 13485:2016

Issued on: 2018-06-04
First issued on: 2014-06-21
Expires on: 2019-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-93779

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Jtaly
CQC China CQM China CQS Czech Republic Cro Cent Croatia DQS Holding GmbH Germany FCAV Brazil a7t
FONDONORMA Venezirela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Ricg?*"¢ A s, o<
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI [lena
NYCE-SIGE Mévico PCBC Poland Quality Austria Austria RR Russia SlI Israel SIQ Slovenia ._’ ol 4
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turke A
IQNet is rcprcbcntcd in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI i@ '_
! L b}
) i

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www. g

0774CM_03_EN



0774CM_03_EN
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:
SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - I-35037 Selve di Teolo (PD)
has implemented and maintains a

Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instruments,

reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

ISO 9001:2015
Issued on: 2018-06-04
First issued on: 2013-06-05
Expires on: 2019-06-04

This attestation is directly linked fo the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-83562

“GNet~ of 4t ﬁ)

Alex Stoichitoiu Ing. Claudio Provetti
President of IQNET President of CISQ

IQNet Partners*;

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy >
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil '
FONDONORMA Venezuela ICONTEC Coalombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica P

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norwvay NSAL Ireland, HES
NYCE-SIGE Meéxico PCBC Poland Quality Austria Austrie RR Russia Sl Israel S1Q Slovenia b
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS\SéAi.
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc. AR
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Date: 01* December 2017

STATEMENT

We, HiMedia Laboratories Pvt. Ltd., having a registered office at A-516,
Swastik Disha Business Park, Via Vadhani Industrial Estate, L.B.S. Marg, Mumbai - 400
086, INDIA, assign SRL SANMEDICO having a registered office at A. Corobceanu
street 7A, apt. 9, Chigindu MD-2012, Moldova , as authorized representative in
correspondence with the conditions of directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical devices on the territory of the Republic of
Moldova.

For HIMEDIA LABORATORIES PVT. LTD.,

Mr. V.MAVARKE.

DIRECTOR - SALES & MARKETING

REGISTERED OFFICE - 23, Vadhani Indl Est, LBS Marg, Mumbai - 400 086, India, % (=
Tel :00-91-22-6116 9797 / 2500 1607 | Fax : 00-91-22-2500 2286 ‘5%%@5 s

CORPORATE OFFICE - A-516, Swastik Disha Business Park, Via Vadhani Indl Est, LBS Marg, Mumbal - 400 086, India, ;
Tel :00-91-22-6147 1919 2500 3747 | Fax :00-91-22-6147 1920 / 2500 5764 | Email ‘info@himedialabs.com o~ sexpect only bk

Web : www.himedialabs.com CIN 1 UB5195MH198 2 CE0
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Declaration of Conformity

DECLARATION OF CONFORMITY
1) Manufacturer (Name, department): HiMedia Laboratories Pvt. Ltd.

Address: 23 Vadhani Industrial Estate,LBS Marg, Mumbai - 86, MS, India
and

2)  European authorized representative: CEpartnerdU BY,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS:
(on product labels printed as:

CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartnerdu.eu)

3)  Product(s) (groupnames /.):
Group Group name

NL registration no.

DCM&S | Dehydrated Culture Media & Supplements NL-CA002-2013-26442
RPM Ready Prepared Media NL-CA002-2013-26448
Subgroups: Ready Prepared Plates, Ready Prepared Liquid & Solid Medium, Ready
Prepared Slants,Ready Prepared Dual Media, HiDip Slides. HiSafe Blood Culturing System,
Transport Medium w/ swabs, Viral Transport Medium w/ swabs, L.J.Medium Slants & Kits,
Biochemical Kits for Mycobacteria, UTI Diagnostic Kits, Biochemical Identification Kits

ESK Epidemiological Screening Kit: NL-CA002-2012-24117
Subgroups: Hi Aureus Confirmation Kits
ASS Antimicrobial Susceptibility Systems NL-CA002-2013-26444
Subgroups: Sensitivity Discs-Single & Multi Discs
MIC Strips: HiComb Strips & Ezy MIC Strips
BDA Bacteriological Differentiation Aids NL-CA002-2013-26445
Subgroups: Readymade Stains, Indicators & Reagents in liquid, Differentiation Discs &
Strips, HiDtect Rapid Identification Discs

CCM Cell Culture Media NL-CA002-2013-26446
Subgroups: Karyotyping Media, Stem Cell Differentiation Media & Supplements, Stem Cell
Freezing Medium, Stem Cell Differentiation Kits ,Viral Transport Medium, Balanced Salt
Solutions, Antibiotic solutions, Animal Cell Culture Medium Liquid

MBP Molecular Biology Products NL-CA002-2013-26447
Subgroups: DNA & RNA Isolation Kits, Latex Agglutination Kits, Haematology Kits, Density
gradient Separation Medium, PCR Kits

type and model numbers: see appendix

4) duct(s ibed above is in conformity with:
Title Documen
In vitro Diagnostic Medical Devices Directive 98/7T9/EC

5)  Additional information (Conformity procedure, Notified Body, CE certificate \Registration nr., etc.);

Mumbai, India; 2018-30-10

(Place & date of issue (yyyy-mm-dd)) (name, functio

S eclaration form: Standard \SOYIE
vs, 2011-X 7 \
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